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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group II, in the reply filed on September 25, 
2008 is acknowledged. The traversal is on the ground that groups l-VI are inter-related 
(i.e., part of one and the same invention), and thus, would not be unduly burdensome. 
This is not found persuasive because Groups l-VI are separate and patentably distinct 
because there is no patentable co-action among them. For example when R A and Rb 
form a fused aryl ring or when R A and Rb form a fused six-membered heterocyclic ring 
with one nitrogen, a reference anticipating one will not render the other obvious. Hence, 
Applicant's inventions are distinct and have acquired a separate status in the art due to 
their recognized divergent subject matter and different classification. Additionally, 
because each group has different subclasses, it would constitute a burden on the 
Examiner to search all subclasses. Further, different fields of search would be required 
in the non-patent literature. Thus, a search of the twelve groups would impose an 
undue burden upon the Examiner. Therefore, the restriction for examination purposes 
as indicated is proper. The requirement is still deemed proper and is therefore made 
FINAL. 

Groups I and lll-XII is withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. 

Applicant reserved the right to file a divisional application to the non-elected 
subject matter. 
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Applicant is entitled to have the method claims rejoined under M.P.E.P. § 821 .04, 
if the compounds and pharmaceutical composition claims of Group II are allowable. 

An action on the merits on claims 1 , 7, 1 1 , 1 3, 1 4, 1 7, 1 8, 20, 21 , 24 and 33 is 
contained herein. 

Claim Rejections - 35 USC § 112, second paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

1 . Claims 1 and 20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1 and 20 define variables (where applicable) as aryl, heteroaryl, and 
heterocyclyl. The terms are indefinite since the specification does not define the ring 
size, heteroatom, number and nature of substituents, and the exact point of contact with 
the atom(s) for the substituents. Correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
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Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

2. Claims 1, 7, 11, 13, 14, 17, 18, 20, 21, 24 and 33 are rejected under 35 
U.S.C. 102(e) as being anticipated by Kedl et al. (U.S. Patent 7,427,629). 

Applicant teaches imidazo-quinolinyl compounds as immune response modifiers 
for treating various diseases. Applicant claims a compound with a general formula I: 

I 

wherein all the variables are as defined in the claim. Additionally, Applicant claims 
pharmaceutical compositions comprising the compound of formula I. 

Kedl discloses imidazo-quinolinyl compounds, which share the same formulaic 
compounds. (See formula 1 , col. 8). The compounds in the said patent has the same 
structure, which includes R A and R B as a fused aryl ring, R 1 as an alkenylene or 
alkylene, and as H, alkyl alkenyl, alkylene-Y-alkyl, and falls within the range of 
Applicant's compounds. (See columns 8-10 and 17). Additionally, in col. 6, lines 40-49, 
Kedl teaches the pharmaceutical composition comprising the compound of formula I. 
Since Kedl teaches the exact compounds and compositions, Applicant's claims are 
anticipated, and thus, rejected under 35 U.S.C. 102(e). 
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3. Claims 1 , 7, 1 1 , 1 3, 1 4, 1 7, 1 8, 20, 21 , 24 and 33 are rejected under 35 
U.S.C. 102(e) as being anticipated by Hays etal. (U.S. Patent 7,091,214). 

Hays discloses imidazo-quinolinyl compounds, which share the same formulaic 
compounds. (See formula 1, col. 1). The compounds in the said patent has the same 
structure, which includes Ra and Rb as a fused aryl ring, R 1 as an alkenylene or 
alkylene, and as H, alkyl alkenyl, alkylene-Y-alkyl, and falls within the range of 
Applicant's compounds. (See columns 3-20 and Examples 1-14). Additionally, in col. 
48, lines 45-67, Hayes teaches the pharmaceutical composition comprising the 
compound of formula I. Since Hayes teaches the exact compounds and compositions, 
Applicant's claims are anticipated, and thus, rejected under 35 U.S.C. 102(e). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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4. Claims 1, 7, 11, 13, 14, 17, 18, 20, 21, 24 and 33 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Kedl et al. (U.S. Patent 7,427,629). 

Claim 1 is drawn to imidazo-quinolinyl compounds in which the moieties on the 
imidazo-quinolinyl compounds core contain at least one H, alkylene, alkenylene, alkyl 
and N moieties and a 5 to 7 fused aryl ring moiety. The 5 to 7-membered fused aryl 
ring moieties are substituted by variables represented by R groups, which are 
represented by H, halogen, hydroxyl, alkyl, alkenyl, haloalkyl, alkoxy alkythio 
substituents of various carbon lengths which may be further substituted. 
DETERMINING THE SCOPE AND CONTENT OF THE PRIOR ART 

Kedl teaches a compound with imidazo-quinolinyl core which corresponds in 

structure with the instantly claimed compound of formula I. The one H, alkylene, 

alkenylene, alkyl and N moieties and a 5 to 7 fused aryl ring moiety of said prior art core 

are substituted by variables represented by R groups, which are independently 

represented by R1-R5, which are represented by H, alkylene, alkenylene, alkyl and N. 

ASCERTAINING THE DIFFERENCES BETWEEN THE PRIOR ART AND THE 
CLAIMS AT ISSUE 

The instant claims differ from the reference by reciting different carbon ranges 

and substituents for the overlapping moieties attached to the core of the compound 

through the imidazo-quinolinyl core and the prior art compound does not require other 

moieties to be attached to the core but provides sufficient support for such a substitution 

on the core. 

CONSIDERING OBJECTIVE EVIDENCE PRESENT REGARDING OBVIOUSNESS 
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The prior art reference clearly discloses the class of compounds instantly 
claimed, which are imidazo-quinolinyl compounds, are recognized in the art by their 
correlative core and recognized suitability for use in immune response pathways 
containing said imidazo-quinolinyl compounds. These compounds are known to be 
included in immune response functions, such as modifiers. The variable substitution to 
the core of the prior art's compound and the compound instantly claimed overlap so 
substantially that it would require little more than routine skill in the art to select 
moieties which would allow the skilled artisan to arrive at applicant's instantly claimed 
species. 

RESOLVING THE LEVEL OF SKILL IN THE ART 

It would have been obvious to one having ordinary skill in this art at the time the 
invention was made to substitute a imidazo-quinolinyl core containing group and with 
the groups set forth in the prior art as applicant has done with the above cited reference 
before them. The prior art patent provides sufficient motivation to include the 
compounds of the prior art and those rendered obvious in the instant application in a 
compound used in immune response functions. 

Thus, Applicant's claims are obvious, and therefore, rejected under 35 U.S.C. 

103. 

5. Claims 1, 7, 11, 13, 14, 17, 18, 20, 21, 24 and 33 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Hays etal. (U.S. Patent 7,091,214). 

Claim 1 is drawn to imidazo-quinolinyl compounds in which the moieties on the 
imidazo-quinolinyl compounds core contain at least one H, alkylene, alkenylene, alkyl 
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and N moieties and a 5 to 7 fused aryl ring moiety. The 5 to 7-membered fused aryl 

ring moieties are substituted by variables represented by R groups, which are 

represented by H, halogen, hydroxyl, alkyl, alkenyl, haloalkyl, alkoxy alkythio 

substituents of various carbon lengths which may be further substituted. 

DETERMINING THE SCOPE AND CONTENT OF THE PRIOR ART 

Hayes teaches a compound with imidazo-quinolinyl core which corresponds in 

structure with the instantly claimed compound of formula I. The one H, alkylene, 

alkenylene, alkyl and N moieties and a 5 to 7 fused aryl ring moiety of said prior art core 

are substituted by variables represented by R groups, which are independently 

represented by R1-R5, which are represented by H, alkylene, alkenylene, alkyl and N. 

ASCERTAINING THE DIFFERENCES BETWEEN THE PRIOR ART AND THE 
CLAIMS AT ISSUE 

The instant claims differ from the reference by reciting different carbon ranges 

and substituents for the overlapping moieties attached to the core of the compound 

through the imidazo-quinolinyl core and the prior art compound does not require other 

moieties to be attached to the core but provides sufficient support for such a substitution 

on the core. 

CONSIDERING OBJECTIVE EVIDENCE PRESENT REGARDING OBVIOUSNESS 

The prior art reference clearly discloses the class of compounds instantly 
claimed, which are imidazo-quinolinyl compounds, are recognized in the art by their 
correlative core and recognized suitability for use in immune response pathways 
containing said imidazo-quinolinyl compounds. These compounds are known to be 
included in immune response functions, such as modifiers. The variable substitution to 
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the core of the prior art's compound and the compound instantly claimed overlap so 
substantially that it would require little more than routine skill in the art to select 
moieties which would allow the skilled artisan to arrive at applicant's instantly claimed 
species. 

RESOLVING THE LEVEL OF SKILL IN THE ART 

It would have been obvious to one having ordinary skill in this art at the time the 
invention was made to substitute a imidazo-quinolinyl core containing group and with 
the groups set forth in the prior art as applicant has done with the above cited reference 
before them. The prior art patent provides sufficient motivation to include the 
compounds of the prior art and those rendered obvious in the instant application in a 
compound used in immune response functions. 

Thus, Applicant's claims are obvious, and therefore, rejected under 35 U.S.C. 

103. 

Conclusion 

Claims 1, 7, 11, 13, 14, 17, 18, 20, 21, 24 and 33 are pending. Claims 1, 7, 11, 
13, 14, 17, 18, 20, 21, 24 and 33 are rejected. No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL V WARD whose telephone number is 571-272- 
2909. The examiner can normally be reached on M-F 8 am to 4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. James O Wilson can be reached on 571-272-0661 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/PAUL V WARD/ /James O. Wilson/ 

Examiner, Art Unit 1624 Supervisory Patent Examiner, Art Unit 1624 



